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FOREWORD

"When I use a word," Humpty Dumpty said, in rather a scornful tone, "it
means just what I choose it to mean - neither more nor less."

"The question is," said Alice, "Whether you can make words mean so many
different things."

"The question is," said Humpty Dumpty, "Which is to be master - that's
all." (Carroll, L. Through the Looking Glass, 1871)

Although we are confronted at times with "distinctions' (neaning '"whose
budget?") between clinical investigation and medical research, it is of more
importance to clearly define the lack of difference between high quality
patient care and active clinical investigation. Despite recognition of this
concept by medical organizations and hospital accreditation groups (eg., JCAH),
the general public and the bureaucracy controlling the purse strings often per-
ceives research as unnecessary, a diversion of time from patient care, and an
acceptable area from which to trim the budget. It 1s easy looking backwards to
Justify the time and money spent by clinical investigators such as Walter Reed,
Roger Brooke, and William Beaumont. Their medical research produced the best
patient care, not only for the subjects of their investigations, buc for society
as a whole, Tt is more difficult to look forward.

"The political ambience of our time compels the scientific community to
seek firm grounds for receiving a share of public resources. It might be far
more realistic, however, as well as useful, for all parties to agree that, after
all, we really can't measure these things with any precision and that the most
difficult segment to measure, basic research, isn't so expensive that we can't
afford to run on the principle that it should be kept reasonably plump."
(Greenberg, D.S. Washington report. N. Engl. J. Med. 301:1456, 1979)

It thus becomes our responsibility to become master of the words 'clinical
investigation" and to assure their meaning is clearly understood as being
synonymous with continuous improvement in the quality of patient care. Clini-
cians must assume active roles in formulating policies regulating research and
educating those in control of financial resources as well as the general public.
Often the public's perception of benefit to the patient and society overshadows
the scientific merit or medical importance of any clinical investigation. With
the current emphasis on patients assuming greater responsibility for decisions
regarding their health care, it is imperative that the positive contributions
of medical research to improved quality of care be made clear to patients and
society.

BAMC has been fortunate in having a command leadership that is outstanding
in its support of clinical investigations. There has been a growth in the number
of active protocols (as well as their quality), the number of publications and
presentations, the Department of Clinical Investigation staff available to sup-
port vesearch, and facilities, especially the new Laboratory Animal Research and
Training Center. The real credit for the work presented in this volume belongs
to the clinical investigators (from principal investigators to laboratory tech-
niclans) who have devoted their time and talents to increasing medical knowledge
and quality of care. Equally important are the patient volunteers who freely
consented, sometimes without direct benefit to themselves, to participate in
gathering new knowledge and providing a base for improved patient care.




UNIT SUMMARY - FISCAL YEAR 1981

A. Objectives

The objectives of the Department of Clinical Investigation are as follows:
1. To achieve continuous improvement in the quality of patient care.

2. To assist in the professional growth and development of the house
staff by providing guidance and support in clinical research.

3. To provide a milieu conducive to retention of competent staff personncl
and recruitment of new personnel.

4. To provide a review body for research proposals by investigators cur-
rently assigned to MEDDAC Units in an effort to promote an interest in Army
medicine and retention in the Army Medical Corps.

5. To maintain an atmosphere of inquiry consistent with the dynamic nature
of the health sciences.

6. To maintain a high professional standard and accreditation of advanced
health programs.

7. To assure the highest level of professional standards in the conduct of
human research.

B. Technical Approach

All research, ianvestigational, and training activities within the Depart-
ment of Clinical Investigation are conducted under the guildance of AR 40-7,
AR 40-38, AR 70-25, AR 70-18 and HSC Reg 40-23. Careful monitoring of all
aprroved protocols is conducted in order to assure strict compliance with the
apvplicable regulations.

C. Staffing
Name Rank MOS Title
Anderson, James H., Jr. MAJ 61C00 Chief, Endocrinologist
Burleson, David G. MAJ 68C00 Laboratory Director/Biochemist
Lieberman, Michael M. CPT 68A00 Microbiologist
Madonna, Gary S. CPT 68A00 Microbiologist
Merrill, Gerald A. CPT 68A00 Microbiologist
Quagliani, Joseph G. 1LT 68J00 Biomedical Information Off.
Loyd, Charles M. SFC 92B3R Sr Med Lab Sp, NCOIC
Sinegal, John H. SSG 92B2R Med Lab Sp
Diaz, Noel SPS 92B2R Med Lab Sp
Kelly, Jack L. SP5 92B1R Med Lab Sp
Lipp. Gary SP5 91T20 Animal Care Sp
Mead, Michael PFC 92B1R Med Lab Sp
91T10 Animal Care Sp
92B1R Med Lab Sp
GS12 00401 Research Immunologist
GS1l 00334 Computer Sp

GS9 01320 Chemist
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C. Statting (cont inued)

Name Rank MOS Title
Ayala, Eleaunor F. 1S9 00644 Medical Technologist

GS9 00404 Biological Technician
Hansen, Linda M. GS7 00645 Medical Technician
Chapa, Isidoro GS7 00645 Medical Technician
Bratten, Dodie GS7 01087 Editorial Assistant

GS4 00322 Clerk Typist
D. Funding
Type Fiscal Year 80 Fiscal Year 81

Civilian personnel

to incluue benefits 72,855.00 60,074.00
Consumable supplies 58,362.87 120,891.00
Civilian contracts

to include consultants 13,405.60 14,408.70
TDY — 4,830.00 13,245.00
Publications 4,961.63 4,665.00
Noninvestment equipment

(Minor MEDCASE) ~ 55,078.38
Other OMA

OMA TOTAL 154,415.10 268,382.08
MEDCASE 37,894.25 151,381.42
Other

Military 157,000.00 279,317.00
TOTAL 349, 309.35 699, 080.50

E. Progress

Terminated

Fy 73
FY 74
FY 75
FY 76
FY 77
FY 78
FY 79
FY 80
FY 81
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Protocol Disposition FY 81

Transferred Completed
- 1
- 2
- 6
1 12
1 22

Ongoing to FY 82
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E. Progress (continued)

Group Protocol Disposition FY 81

Terminated Completed Onpoing ¥Y 81
SWOG - 24 /1
GOG - 1 23
PVSG 1 1 1
POG 2 el 17
3 31 114

F. Problems

Most of our problem areas remain the same though there has been some
encouraging progress in some areas. Our biggest problem continues to be
adequate laboratory and administrative space. At the time the department
moved into its present facilities, there were five assigned personnel
occupying approximately 1850 square feet of space to work om 12 in-house
protocols. At the present time, there are 23 assigned personnel working on
50 protocols in the same 1850 square feet. The addition of more equipment
during the year has cut down on available work space.

Our desperate need for an animal facility was lessened somewhat by obtain~
ing an old barracks-type building that was scheduled for destruction. Although
it does not meet AALAC standards, it gives the department some capability for
animal housing and operating room facilities. Our animal facility and space
problems can be effectively resolved only with the completion of a major con-
struction project for a separate building originally scheduled for 1984 but
currently scheduled for 1987.

A total of 28 requirements have been approved for the Department and 22
authorizations have been allocated which has improved our personnel problems
somewhat. Our principal remaining difficulty in personnel is in identifying
and obtaining qualified military personnel. Severe shortages in Med lLab
Specialists (92B), Biological Research Assistants (0lH), Animal care Spe-
cialists (91T) and Veterinarians have taken their toll in keeping many of
our positions empty.
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Gynecology Oncology Group

GOG 20 A Randomized Comparison of Adriamycin vs No Further Therapy 240
in Patients with Uterine Sarcomas, Stage I and 11, Phaxse
111, (V)

GOG 24 Treatment of Women with Cervical Cancer Stage [1B, ITIB, 1VA 24]
Confined to the Pelvis and/or Para-aortic Nodes with Radio-
therapy Alone vs Radiotherapy plus Immunotherapy, Phase IT1.
(0)

GOG 25 A Randomized Compariscn of Melphalan Therapy Alone vs 242
Melphalan plus Immunotherapy (C. Parvum) in the Treatment
of Women with Stage III (Optimal) Epithelial Carcinoma of
the Ovary, Phase I1I. (0)

GOG 26 Master Protocol for Phase II Drug Studies in Treatment of 243
Advanced, Recurrent Pelvic Malignancies. (0O)

GOG 31 A Randomized Comparison of Local Excision vs Cryosurgery in 245
Patients with Limited Grade 1, 2, or 3 Cervical Intraepi-
thelial Necplasia. (O)

GOG 132 A Randomized Comparison of Surgical Conization vs Cryo- 246
surgery in Patients with Extensive Grade 3 Cervical Intra-
epithelial Neoplasia. (0)

Gie 33 A Clinical-Pathologic Study of Stage I and II Carcinoma of 247
the Endometrium. (C)

GOG 34 A Randomized Study of Adriamycin as an Adjuvant After 148
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Endometrial Carcinoma, Stage I, and Occult Stage, II. (0)

GOG 16 Surgical-Pathologic Study of Women with Squamous Cell 249
Carcinoma of the Vulva. (0)

GOG 37 Randomized Study of Radiation Therapy vs Pelvic Node Resec- 250
. tion for Patients with Invasive Squamous Cell Carcinoma of
: the Vulva Having Positive Groin Nodes. (0)

GOG 40 A Clinical-Patholiogic Study of Stage I and II Uterine 251
Sarcomas. (0)

GOG 41 Surgical Staging of Ovarian Carcinoma. (0) 252
GOG 42 Treatment of Recurrent or Advanced Uterine Sarcoma. A 253

Randomized Comparison of Adriamycin vs Adriamycin and
Cyclophosphamide, Phase I11. (O)
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GOG 473 A Randomized Comparison of Cis-glatinum SOmg/ml IV Every
3 weeks vs Cis-Blatinum 100mg/m~ IV Every 3 weeks vs Cis-
platinum 20mg/m~ IV Daily x 5 days in Treatment of Patients
with Advanced Carcinoma of the Cervix, Phase III. (0)

GOG 44 Evaluation of Adjuvant Vincristine, Dactinomycin, and Cyclo- 255
phosphamide Terhapy in Malignant Germ Cell Tumors of the
Ovary After Resection of All Gross Tumor, Phase TII. (0)

GOG 45 Evaluation of Vinblastine, Bleomycin, and Cis-platinum in 256
Stage ITL and IV and Recurrent Malignant Germ Cell Tumors
of the Ovary, Phase III. (O)

GOG 46 A Randomized Comparison of Melphalan vs Intraperitoneal 257
Chromic Phosphate in the Treatment of Women with Stage I
(exclusive of Stage IA(1i) Gl and IB(i) G1l) Epithelial
Carcinoma of the Ovary, Phase III. (0)

GOG 47 A Randomized Study of Adriamycin + Cyclophosphamide vs 258
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GOG 48 A Study of Progestin Therapy and a Randomized Comparison 259
of Adrimycin vs Adriamycin + Cyclophosphamide in Patients
with Advanced Endometrial Carcinoma After Hormonal Failure,
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GOG 49 A Surgical-Pathologic Study of Women with Invasive Carcinoma 260
of the Cervix Stage IB and Randomly Assigned Radiation
Therapy vs no Further Therapy in Selected Patients. (0)

GOG 50 A Study ot Adriamycin as Postoperative Therapy for Ovarian 261
Sarcoma, Primary or Recurrent, with no Prior Chemotherapy,
Phase II1. (0)

GOG 51 A Randomized Comparison of Droperidol vs THC in the Treatment 262
of Nausea and Vomiting Produced by Cis-platinum Chemotherapy
for Gynecologic Malignancies. (0)

. 7601 Ovarian Cancer Study Group Protocol for Selected Stage IA1 - 263
’ 1Bi Ovarian Cancer (Well and Moderately Differentiated). (O)

‘ 7602 Ovarian Cancer Study Group protocol for All Stage IC and Il 264
. (A,B,.C) and Selected Stage IAi1 and IBii Ovarian Cancer. (0)
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Efficacy Trial Using Hydroxyurea (HU) 1in Polycythcmia
Vera. (C)

Hydroxyurea in Thrombosis. (0)

Study of the Clinical Features and Natural History of
Asymptomatic Patients with Myeloproliferative Disorders. (0)

Efficacy Trial Using Cyproheptadine and Cimetidine for
Pruritus in Polycythemia Vera. (O)

Appendix D
Pediatric Oncology Group

Evaluation of Natural History of Histiocytosis X in
Childhood. (O)

AD~-CON-FU/Lithium in Children with Metastatic Solid Tumors.
()

MOPP + Bleo vs A-COPP with IF RT in Stage ITII Hodgkin's
Disease in Children. (0)

Combination Chemotherapy with Vinblastine Sulfate and
Bleomycin Infusion in Children with Metastatic Solid
Tumors. (C)

MOPP vs OPP in the Treatment of Children with Recurrent
Brain Tumors. (0)

Evaluation of Systemic Regimens in the Treatment of
Leukemia of Childhood ALinC #12. (C)

Radiation Therapy with BCNU, DTIC, or Procarbazine in
Malignant Brain Gliomas, Phase III. (T)

Comparison of Treatment Regiments for the First CNS Relapse
in Children with Acute Lymphocytic Leukemia - CNS #6. (0)

Evaluation of Induction, Remission Maintenance with and
without Periodic Reinforcement, and CNS Prophylaxis in

Acute Non-Lymphocytic Leukemia. (C)

Rare Tumor Registry for Childhood Solid Tumor Malignancies.
(0)

Anguidine in Central Nervous System Tumor